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Food & Drug Administration
1141 Central Parkway

. Cincinnati, OH 45202

WARNING LETTER
d.. . .—. . .

(: I; R”I”II;IEI) NIAII.

l{t~.”1’[ll{N1{[;(,’1;11’”1’REQUESTED

Ms. Vlcki I ll]bcr

a Y[lLII l;lcility tws ir]spcctud on M:]rch 13, 1997 by [~ rcprcsentativc from the State of’ Cll]io

r;l~li;ltit)i] cf)t)(r~)l im~grt~ln under contract to the l:ood ancl Drug Adlninistration. This inspection

IcvciIlcfl [lIa( Yollr [“;]cility l~]ilcd to comply ivi(h tl]c Quality Standards for Mtinlmograi)hv

(sl~I!l~lLIrcfs) iIs Spwlticd itl ‘I”itlc 2 I, Qdc ul’l:cdfxd l{cgIJJ-- (CFR), Part 900. I 2, as t\)llows:



It is the responsibility of the mammography facility to demonstrate that n medical physicist

survey Ix p~:itormd annually. This survey shall be performed on the premises by a qualitld. - .–_

mcdicfil physicist.

It is your responsibility to ensure ad[]ercncc to each requirement ofthc Mammography Qutili[y

Sta[]dards ACI of 1992 (MQSA) and FDA’s regulations. You are responsible for investigating

an(i cictcrmining the causes of- the deficiencies that the inspection identifies ami promptly
initiate pcrinancnt corrective actions.

!t“yt)u I’;lil to prt)mptiy correct these dc[icicncics, FDA may, fvithout further notiw, initiate
fcgul:][ory action, Uncicr MQSA, FDA may:

● impose civ~l money penalties on a facility of up to $10,000 for each failure to

substantially comply tvi[h, or C;ICII dny of f~~ilurc [o substantially comply ivith, the

Stnndarcis. “

b stxk III] injunction in f’ccicral court to prohibit any mammography activity thnt constitutes

a serious risk to human lwaith,

Wi(l]it) 15 \vorking days after receiving this Ic(tcr, )’OU sllouid notify FDA in writing of:

● (IIC specific s[cps yOII have taken (u correct till of [hc violations notcci in this Icttcr;

● tact] s[cp your fdciiity is taking to prwcnt the rccurrcncc of similar violations;

:Illci

● s: Impic rccor(is thnt demonstrate proper record keeping proccdurcs, if ihc
r]~>[lc(]l~~pli[~rlccslhnt were found relate to quality control or other records (Note: Pnticnt

n:trncs or idcntificntir)n should bc deleted from nny copies submitted).

[!”your [llcility is unable to cornplc(c the corrective action within 15 working dii~s, you shoulci

SI:IIC the rcnsot) [’or the (iciay and the time ivitilin Jvhich the corrections will bc complc[cd.
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Please send the originaI copy of your response to:
A*.. --

R. Terry Bolen
MQ3A Radiological Health Officer
Food and Drug Administration
1141 Central Parkway
Cincinnati, OH 45202.

Also, send a copy to the State radiation control office:

lr you

Ms. Cynthia L. Grant
Ohio Department of Health
Oliver R. Ocasek
Government Office Building
161 S, High St., Suite 400
Akron, OH 44308-1616

have any questions regarding this letter or how to ensure you are meeting MQSA
standards, please call R. Terry Bolen at (513)684-3501, extension 138,

District hector
Cincinnati District OftIce

c.
OH/CLGrant


